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The MAILING DATE of th.s communication appears on th e cover sheet with the correspondence aooress 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

. if NO period for reply is specified above the ma "™^^^ to become ABANDONED (35 U.S.C. § 133). 

: ^rS 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) 13 Responsive to communication(s) filed on 03 April 2001 . 

2sM This action is FINAL. 2b)D This action is non-final. 

3, D Since this application is in condition for allowance except for ^formal matters prosecutor , as to the merits * 
closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1, 45 6 u.u 

Disposition of Claims 

4) |3 Claim(s) 4-10 and 22-33 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) I3 Claim(s) 4-10.22-33 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are objected to by the Examiner. 

II) D The proposed drawing correction filed on is: a)D approved b)D disapproved. 



12)D The oath or declaration is objected to by the Examiner. 



Priority under 35 U.S.C. § 119 

13)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 

a)D All b)D Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 
2.Q Certified copies of the priority documents have been received in Application No. 



/ i ■ lill^vi vwj^iww w> »■ ■ — |- j 

3D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attach ment(s) 

15) □ Notice of References Cited (PTO-892) 

16) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

17) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 



18) □ Interview Summary (PTO-413) Paper No(s). . . 

19) □ Notice of Informal Patent Application (PTO-152) 

20) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 01-01) 
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Application/Control Number: 08/971,338 

Art Unit: 1631 

DETAILED ACTION 
Response to Arguments 
Applicant's arguments filed 4/3/01 have been fully considered but they are not 

persuasive. 

The text of those sections of Title 35, U.S. Code no, included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC §101 
Claims 4-10 and 22-33 are rejected under 35 U S C. § 101 because the claimed invention 
,acks patentee utility due to its no, being supported by a spectftc, substantia, and credible 

utility or by a well established utility. 

This rejection is maintained for reasons of record as applied to claims 4-!0. 22-23, and 

31 Claims 4-10, 22-23, and 3,-33 are directed to GDF-. proteins. Claims 24-30 are directed 
,„ methods of purifying GDF-1 proteins. The protein products lack patentable utility for the 
re asons se, forth below; therefore, the me,hods of purification (claims 24-30) ,o make these 
protein products must also lack patentable utility. 

The specification discloses using ,he GDF-1 proteins to make antibodies. This is 
no, a specific asserted utiHty because it is generally applicable to any protein 

Appfican, argues that there are "at leas, <hree u,i,i,ies for GDF-1 that support the claimed 

u,i,i,y ,„ ,he response is use as a specific marker for a ,umor arising from a eel, type that 
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in a. specif.ca.ion as arising from a ceil <ype - — -presses .he GDF-1 gene or 
prot e in Thus, ,h,s is no. a specific, subs.an.ial, and cred.ble u,i,i.y nor a we,l-k„ow„ u,ili.y for 
GDF-. The second named u.iH.y in «he response is a marker for a particular cell lineage. 
A pp,ic. n . references an absrrac to Thibodeau e, a,. (1989). The examiner no.es .ha. GDF-, has 
no.heendemons.ra.ed.oheamarkerforapar.icu.arcen Hneage in .he specif.ca.ion nor is.h,s 

use asserted. Thus, *. is no. a specific, suhs.an.ia., and credible u.i,ity nor a well-known „,ih.y 
for GDF ., Thibodeau e, a,, can be dis.inguished from .he ins.a„. applica.ion a, leas, because ,. 
discloses producing monoclonal anybodies and screen.ng .hem .o find monoclona, anybodies 
with uni,ue pa.,ems of immunoreactivUy. Some an,bodies found are charac.eri.ed as re 8 ,ona>, 

ctara cteri z ed in .he speculation as a mark. The third named utility in .he response is a ce„ 
survi va, molecule in neuronal culture. The examiner no.=s .ha. .he specification does no. 

appiicant in .he response.be specif.ca.ion s.a.es, "If GDF- 1 possesses a 

wi „ , ik «.v prove useful. . - (emphasis added). Again, .he examiner maintains .ha. ,he 

ass0 c.,edwi,hGDF-l was no. known. A pp,ica„. again proffers .he Ebenda, declaration. The 

of th e E benda, dec,ara,o„ havebeen addressed. The exam.ner toher n„.es .ha. .he Ebenda, 
dec,ara.iond„esno.show.h a ,G D F-lhasa n ac.ivi.ya,s„known.obepo S sessedb y ac.iv,„a. 
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t0 activin appear to be misplaced. Thus, use as a eel, surviva, m o,ecu,e is no, a specfic, 
substantial, and credible utility nor a well-known utility for GDF-1. 

As se, forth in the prior Office action, the specification discloses that the GDF-, proteins 
may have any of a number of biological activities based upon similarity to members of the TFG- 
0 superfamily. U is noted that these activities vary ouite widely. The similarities between 
particular GDF-1 proteins and theTGF-0 family members range from 26-52 % on theammo acid 
level (See specification page 12, lines 8-20.) 

The specification makes clear tha, forther experimentation is necessary to confirm the 

a „d/„r its luncon is no, disclosed as to a currently available or substanfial utility. 

Claim Rejections - 35 USC § 112 
Calms 4-10 and 22-33 are also rejected under 35 USC § 1 .2, firs, paragraph. 

asserted utr.ity or a we,, established utility for the reasons se, forth above, one skiHed in .heart 
would not know how to use the claimed invention. 

This rejection is maintained for reasons of record. 

Claims 4-7, 22, 24-25, and 30 are rejected under 35 U.S.C. 1,2, fir, paragraph, as 
containingsubjec, matter which was no, described in the specification in suchawayasto 
onab ,y convey ,o one skilled in ,he relevan, ar, ,ha, ,he inven,„r(s), a, ,he „me the 

of the claimed invention. This is a written descriptron 



reasi 

application was filed, had possession 
rejection. 
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This rejection is maintained for reasons of record. 

The claims are directed to mammalian GDF-1 proteins (claim 4), unspecified GDF-1 
proteins (claim 24), and hamster GDF-1 protetns (claim 6). The speculation provides the 
sequences of mouse and human GDF-1. The specification further indicates tha, .hey have less 
conservat.on across species (69%) than other members of the TGF- superfami.y. (See page 3 1 .) 

The specification contains no disclosure of the expected structure for other members of 
this family or what structural features identify a protein as a GDF-1 protein. Furthermore, as the 
activity of GDF-1 was no. known at the time of the invention, the specification does no. enable 
any assays for identification of GDF-1. As such, none of these sequences meet the written 
description provision of 35 USC 112, firs, paragraph. The specification provides insufficient 
written descnp.ion to support the genus encompassed by the claim. 

Applicant's arguments are unpersuasive. Applicant is requested to expla.n how one of 
ordinary skill in the art would screen for GDF-1 protein activity when no activity was known a, 
the time of the invention. 

Applicant's comments regarding U.S. Paten, Nos. 6,008,0.7 and 6,074,841 are again no. 
germane. The mventors, assignee, and subject matter are not shared by the instant application. 
The issued claims are no. directed to GDF-1 Each application is examined independently and 

on its own merits. 



It is believed that all pertinent arguments have been 



Page 6 

Application/Control Number: 08/971,338 
Art Unit: 1631 

Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 

policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the maUing 
date of this final action. 

If attempts to reach the examiner by telephone are J^fijUhe 
supervisor, Michael Woodward, Ph.D., can be reached on ^ 3 ^ 8 Q ^ icial 
communications may be directed to either (703) 308-4242 or (703) 305-3014. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number ,s (703) 308-0196. 

MARIANNE P. ALLEN 
PRIMARY EXAMINER 
GROUP I SuO 



